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Summary of Public Comments

(General Comments

Comment:

We should continue to track patients who expire while in treatment.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately
and, therefore, no changes were made.

Comment:

The limitations set forth in Rule 69CSR12 restrict a provider’s ability to practice evidence-based and
scientifically sound medicine in the primary care setting.

Response:

The Department has reviewed these comments. This comment is general in nature and offers no specific
amendment.

Comment:

Many of the changes to this rule were brought to OHFLAC during the development of the original rule on
behalf of licensed behavioral health providers. Licensed behavioral health providers stated, that including
them in this rule was redunant, because the requirements in this rule were already required by 64CSR11
and Medicaid. The rule was created to prevent prescribers from only prescribing medication and not
providing the needed therapies. MAT stands for Medication “Assisted” Therapy. It seems changes to this
rule are designed to allow non-behavioral health licensed providers to only prescribe medications. This is
what placed West Virginia in its current addiction crisis. If we are not careful, in a few years, we will be
talking about our MAT drug crisis. Ignoring therapy and only prescribing medications is short sighted and
dangerous.

Response:

The Department has reviewed these comments. This comment is general in nature and offers no specific
amendment.

Comment:

I encourage the amended version of 69CSR12 to stop singling out females living with active opioid use
disorder because of their unique ability to conceive a child. The amended version should also address the
fathers of children in utero who are living with active opioid use disorder.

Response:

The Department has reviewed these comments. This comment is general in nature and offers no specific
amendment.

Comment:

There needs to be an outlet for primary care physicians to treat opioid addiction in the context of their own
practices through MAT. The way the current OBMAT rules are written, it is incentived to build high
volume, addiction-specific specialty practices. This i1s a barrier in and of itself to getting treatment with
little evidence that it improve outcomes. It also contributes to the stigma (ic. methadone clinics) and
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concentrates people with similar disease/lifestyle issues. We don’t 1solate people with heart failure or
diabetes or hypertension out of primary care and into sub-specialty clinics just because one is harder to
manage than another, and we shouldn’t do it with addiction medicine either. In primary care we see
addiction related disorders every day, and referring out to other providers for treatment fragments care for
something that is imminently handled by a PCP. Of course, if the provider isn’t interested there is always
the option to refer out. I understand there is a strong incentive to make sure that we are doing MAT right
and reducing diversion, but [ don’t know of any evidence that this approach is more effective. I envision a
system where a PCP could treat up to 5 or 10 of their own previously established patients with MAT while
requiring weekly counseling and/or documented meetings with oversight and reporting requrements to
OHFLAC. If there is more interest in this model I would be happy to help draft a concept that would be
successful in a primary care practice.

Response:

The Department has reviewed this comment, and no changes were made in response. The rule provision is
consistent with the requirements of the statute.

Section 2 Definitions

Comment:

Modify §69-12-2. Definitions 2.6 to include Targeted case manager, “theprecess—of coordinatine and
previders. And Targeted case management services based on §16-5Y-2. De
Add 7.6 to include Targeted Case Management Staff

Add 7.6.1 to include Targeted Case Manager Requirements. (1) A case manager shall:

(a) 1. Have at least a bachelor of arts or science degree in a behavioral science and

{b.) One year of expenence in the substance use disorder ficld

Add 7.6.2. Reimbursement. (1) The department shall reimburse a monthly rate of $334 in total for all
targeted case management services provided to a recipient during the month.

(2) to qualify for the reimbursement referenced in subsection (1) of this section, a targeted case management
services provider shall provide services to a recipient consisting of at least four (4) targeted case
management service contacts including:

(a) At least two (2) face-to-face contacts with the recipient; and

(b) At least two (2) additional contacts which shall be:

1.a. By telephone; or

b. Face-to-face; and

Response:

The Department has reviewed this comment, and no changes were made in response. The rule provision is
consistent with the requirements of the statute.

finitions.

Comment:

2.11. Counselor — No mention not only of certified addiction counselor — no mention of experience with
providing addiction treatment services or supervision of any sort. As vague as this is, could be a BA in
clementary education that teaches health classes based on this rule.

Response:

The Department has reviewed this comment, and no changes were made n response. The rule provision 1s
consistent with the requirements of the statute.

Comment:

2.22 Concerns that the initial assessment is still important to be included to ensure that the client wanting
to have an induction into the program is in fact appropriate at least preliminarily to be scheduled for an
assessment and induction. The only difference is that the initial assessment done by a clinician would not
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make a dose recommendation as this would be the physician recommendation upon induction process. Also
concerned that without this initial assessment the client will not have sufficient time to review the program
requirements, ask questions prior to starting on medication and then could end up having compliance issues.
By having an initial assessment prior to seeing the physician, the client has an opportunity to thoroughly
review the treatment and make a fully informed decision.

Response:

The Department has reviewed this comment, and no changes were made in response. The rule provision is
consistent with the requirements of the statute.

Comment:

2.22 Concerns that the initial assessment is still important to be included to ensure that the client wanting
to have an induction into the program is in fact appropriate at least preliminarily to be scheduled for an
assessment and induction. The only difference is that the initial assessment done by a clinician would not
make a dose recommendation as this would be the physician recommendation upon induction process. Also
concemed that without this initial assessment the client will not have sufficient time to review the program
requirements, ask questions prior to starting on medication and then could end up having compliance issues.
By having an initial assessment prior to seeing the physician, the client has an opportunity to thoroughly
review the treatment and make a fully informed decision.

Response:

The Department has reviewed this comment, and no changes were made in response. The rule provision is
consistent with the requirements of the statute.

Section 6 Registration for OBMAT Prosrams; Fees and Costs

Comment:

Part 6 of the rule has to do with registration for OBMAT programs and outlines the fees that the programs
must pay to be registered with the state in order to legally operate. There is the initial registration fee of
$250, as well as an annual renewal fee that increases based on the number of patients the facility treats and
will be adjusted based on increases in the consumer price index, meaning the renewal fee will likely go up
overtime. Dependent on the number of patients being treated, OBMAT programs would pay anywhere
from over $300 to over $750 in theiwr first year under this proposed rule. While that may not seem like a
large sum to the state, we assure you that it could be reluctant to physicians who want to practice addiction
medicine. Family physicians could be reluctant to prescribed buprenorphine because it would increase their
malpractice insurance costs by just this amount. There are residency programs that may not be able to
allow residents to prescribe because the $700 that is needed to receive a DEA license is more than a resident
can afford. For providers in addiction medicine fellowships, who are usually one year out of their
residencies, the fees to get a DEA license are a burden. For advanced practitioners, who make
approximately the salaries that residents make, these registration and renewal fees would also be a
significant financial hurdle. The proposed fee structure within this rule would disincentivize providers from
entering this field and give reason for providers already engaged in this practice to discontinue or not
increase their patient load. WVSAM and ASAM recommend the state either remove the renewal
registration fee entirely or make it uniform and low for all OBMAT programs regardless of their patient
loads. In addition, we believe the fines listed under Part 31 detailing penalties and equitable relief could
force OBMAT programs to close indefinitely when the infraction could be resolved in an amenable manner
to allow them to continue operating. We ask these fines to also be lowered and those that are applied “per
day” should instead only be applied at one time.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.



Comment:

Part 6 also details what OBMAT programs must do if their ownership changes and if they are discovered
to be operating without a registration. According to Provision 6.1.6, when program ownership changes, the
new owner shall notify the state within 10 days and apply for a new registration. Provision 6.1.12 states
that when an inspection reveals a program is operating without a registration, they must apply for one within
10 days. Part 11 outlines plans of correction for OBMAT programs that are found to be in violation of this
rule, giving providers 10 days to submit a plan to correct all deficiencies unless a waiver or variance is
granted. Part 13 details reports and records, with provision 13.3.5 requiring programs to file a report with
the state oversight agency within 7 days to explam how they resolved the incident or adverse event and how
they will avoid them in the future. However, when describing the processes the state must adhere to when
responding to programs with ownership changes, lack of registration, plans of correction submissions,
adverse event reports, or any other correspondence between the program and state, the amount of time the
state is allowed to respond is over twice as long as providers have at 30 days. There will be instances where
OBMAT providers and programs who violate this rule do so unintentionally or through a clerical error,
potentially not realizing they did something wrong until the state contacts them and gives them the short
peniod of a week or a little over to correct the 1ssue, document it, and submat it to the state. This short
amount of time to respond to these matters is not enough for providers who are managing large patient
caseloads and addressing the complicated discase of addiction. WVSAM and ASAM ask the state to
provide some uniformity when requesting OBMAT programs respond to violations, incidents, or state
mspections and requests, either giving providers the same amount of time the state has to respond at 30
days or at least half that amount of time at 15 days.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.

Section 7 Administrative Organization and Management of OBMAT Programs

Comment:

Part 7 describes the administrative organization and management of OBMAT programs, explaining what
different positions are required to operate the program and what their responsibilities are. Provision 7.5
applies to counseling staff with the requirement that “programs shall assign or make referral to a primary
counselor or counseling service for each patient to contribute to the appropriate treatment plan for the
patient and to monitor patient progress.” WVSAM and AS AM wish to remind the state that in many rural
areas there is a lack of not only medical providers trained and waivered to practice addiction medicine, but
also psychosocial professionals who can counsel patients. Provision 7.5.4. further states “any unlicensed
or uncerfified counseling staff employed or used on a referral basis by the program shall be directly
supervised by a licensed or certified professional or advanced alcohol and drug counselor, or both.” Due
to the lack of psychosocial professionals in some rural arcas of the state, OBMAT programs may have to
hire or refer to higher number of unlicensed or uncertified counselors in order to meet this requirement,
thus furthering their workload by now having to ensure a licensed or certified professional is supervising
these counselors. WVSAM and ASAM want to bring this issue to the state’s attention for consideration of
ways to mitigate this extra workload that could be a burden for certain physicians and clinicians practicing
in rural arcas that may be lacking in licensed or certified psychosocial professionals.

Response:

The Department has reviewed this comment, and no change were made in response. The rule provision 1s
consistent with the requirements of the statute.



Section 8 Environment and Operation

Comment:

8.1.c.2 being removed to provide 24 hour information for health care providers but section 9.3.2 states still
must have, (I am assuming by emergency for an MAT client this could also mean a hospital needing to
verify does in any emergency situation)?

Response:

The Department has reviewed this comment. Existing provisions m the rule address this issue adequately,
and, therefore, no changes were made.

Comment:

8.1.c.2. being removed to provide 24 hour information for health care providers but section 9.3.2 states still
must have, (I am assuming by emergency for an MAT client this could also mean a hospital needing to
verify dose in any emergency situation)?

Response:

The Department has reviewed this comment. Existing provisions in the rule address this 1ssue adequately,
and, therefore, no changes were made.

Comment:

69 CSR 12-8.2. These Statutes would make the OBMAT either decide to submit claims or take cash upon
waiver from the patient. The OBMAT is allowed to either offer their own counseling or supervise patients
on a referral basis. See “Kach medication-assisted treatment program shall designate counseling staff,
cither employee or those used on a referral-basis by the program, which meet the requirements of this
article and the rules promulgated pursuant to this article.” W. Va. Code 16-5Y-5(d) (2017) (Emphasis
Added). This allows the OBMAT to submit claims to WV Medicaid and designate (mandate) the use of
counseling staff of a non-enrolled but affiliated provider resulting in counseling services which are on a
cash only basis. This structure creates the hybrid of Medicaid claims and cash for counseling services.
There are a variety of laws that prohibit self-dealing and or kickbacks in healthcare. See Gen. 42 U.S.C.
1395nn or WV Code § 9-7-5(a). The proposed rule currently reads: “The OBMAT Program shall assign
or make a referral to a primary counselor or counseling service for each patient to contribute to the
appropriate treatment plan for the patient and to monitor patient progress.” 69 CSR 12-8.7.5.2. The
Medicaid Fraud Control Unit, hereafter MFCU, specifically recommends adding language prohibiting a
provider from forcing a patient into an affiliated counseling service where the program and or person in the
program has a financial interest unless the program is designating its own counseling staff. The MFCU
recommends this to specifically prohibit persons and or corporation from self-dealing while tending to
patients secking rehabilitation form their opioid addictions.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Unless 1 am missing something the regulation makes things easier for cash practices to operate than what
the statute provides. Instead of requiring a provider to get a denial from insurance, etc. a provider is able
to simply have the patient sign a waiver, which opens the process up for abuses and they operate, essentially,
like pall mills at that point.

69CSR12-8.2.a goes beyond this and adds the phrase “has voluntarily and with full knowledge of the
financial obligations, mcluding all treatment costs, requested a claim not be submitted to their insurer,
Medicare, or West Virginia Medicaid.”

To my knowledge this additional language is not required by code and based on what I have researched
was included in the initial proposed language for the Rule submitted to the SOS on 8/26/2016.

I would request that this language in 8.2.a be removed to simply mirror the requirements of statute.



Response:
The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Subsection 8.2.1 creates a process allowing for cash payments to OBMATSs when they are document in the
patient’s record. While we support a flexible approach for people who don’t have Medicaid and/or are
underinsured or uninsured, Jim Matney tells me that he is getting reports of a number of secdy-looking/less
than reputable cash only OBMATSs popping up around the state, allegedly with lines of people hanging
outside the building. While this sounds more like an OTP dispensing methadone rather than an OBMAT
doc writing prescriptions out of an office, some fairly knowledgeable folks are relying these concerns to us
and we’re not totally clear on what mechanisms are available when these likely unregistered fly by night
programs pop up. While we recognize that this is a delicate balance, these operators do detract from
legitimate providers so it might be helpful to set up some specific publicly posted complaint mechanism
for people to use to report such alleged programs to the IG’s office when they see one.

Response:

The Department has reviewed this comment and finds clarification i1s needed, therefore, changes were made.

Section 13 Reports and Records

Comment:

Remove the reporting requirements in 13.2 and 13.3. These reporting requirements are unnecessary and
overly burdensome. I support kecping records of adverse events and policies on how to deal with these as
part of any routine medical practice. I do not believe it is necessary to report these to the state.

Response:

The Department has reviewed this comment. Existing provisions m the rule address this issue adequately,
and, therefore, no changes were made.

Comment:

Remove the reporting requirements in 13.2 and 13.3. these reporting requirements are unnecessary and
overly burdensome. I support keeping records of adverse events and policies on how to deal with these as
part of any routine medical practice. I do not believe it 1s necessary to report these to the state.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.

Comment:

13.3.f — appears to be removing requirement for motality report? OBFLAC requires this.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.

Comment:

13.3.f appears to be removing requirement for motality report? OHFLAC requires this. Completion of an
orientation for clients has been marked through in some sections, but still stated as required in others.
Example: 60.12.23 marked out, 14.4 marked out, but included in 14.3.4 and 17.4-

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.



Sectionl4 Staff Training and Credentialing

Comment:

Counselors should be independently licensed, many offices and centers are utilizing unlicensed Counselors.
Response:

The Department has reviewed this comment, and no changes were made in response. The rule provision is
consistent with the requirements of the statute.

Comment:

One area | feel the letter does not address and I would like to share with you is the requirement that all
clinical therapists should have or be pursuing their AADC credentialing. While this is of value, it is not the
goal for all therapists. We have few therapists through our agency that hold this credentialing or are secking
their supervision for this due to time and treatment of other populations. Throughout graduate school, we
are trained in the treatment of substance use disorders and have clinical experience in doing so. I do feel
that if this should be changed, then it should be changed to pursuing independent licensure (LICSE or LPC)
in the state of West Virginia.

Response:

The Department has reviewed this comment, and no changes were made in response. The rule provision is
consistent with the requirements of the statute.

Comment:

Regulations regarding who can provide group therapy for patient are suffering from addiction needs to be
readdressed and more people with counseling experiencing should be allowed to provide this service given
that current regulations place a huge burden on providers and there is a shortage of providers for MAT let
alone therapy.

Response:

The Department has reviewed this comment, and no changes were made n response. The rule provision 1s
consistent with the requirements of the statute.

Former Section 16 Medication Security, Storage, Administration, and Documentation

Comment:

16.5 use of electronic prescribing removed, however, being able to send to the pharmacy electronically is
actually a safer way, no chance of the client losing or misplacing a script or of it getting stolen.

Response:

The Department has reviewed this comment, and no changes were made. Registered providers may create
a policy to address this 1ssue.

Comment:

16.5 use of electronic prescribing removed, however, being able to send to the pharmacy electronically is
actually a safer way, no chance of the client losing or misplacing a script or of it getting stolen.

Response:

The Department has reviewed this comment, and no changes were made. Registered providers may create
a policy to address this 1ssue.



Section 17 Patient Rights

Comment:

17.5 needs clarification that orientation is still requi3ed and strike out was only due to moving it to be
included in one area versus multiple. Also ““at the earliest opportunity” needs clarification, is this within a
week or two weeks, ete. of beginning the program or sooner?

Response:

The Department has reviewed this comment and finds clarification i1s needed, therefore, changes were made.

Comment:

Completion of an orientation for clients has been marked through in some sections, but still stated as
required in others. Example: 60.12.23 marked out, 14.4 marked out, but included in 14.3.4 and 17.4-17.5
just need clarification that orientation is still required and strike out was only due to moving it to be included
in one area versus multiple. Also “at the earliest opportunity” needs clarification, is this within a week or
two weeks, ete. of beginning the program or sooner?

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Section 19 Admission Criteria and Admission Process

Comment:
69-12-19.3. “The person desiring medication-assisted treatment must be at least 18 years of age.
Exceptions may be made by application with parental consent...” While the exception with consent of a

parent is helpful, the treatment is approved by the FDA for patients who are at least 16 years of age.
Inasmuch as that age range is the scientific standard, we believe this rule should be changed to “at least 16
years of age...” Additionally, requiring the patient to be at least 18 years of age effectively denies treatment
of individuals currently housed in juvenile correctional system and who may benefit greatly from the
availability of medication-assisted treatment. For those reasons we request the rule be changed to include
patients who are at least 16 years of age.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Remove 19.3 reparding age requirement. Buprenorphine is approved for patients 16 vears and older. The
strict requirement of an application to the state opioid treatment authority would limit access to adole scents
who acutely need this medication in order to reduce overdose risk and engage in treatment.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Part 19 regards the admission criteria and admission process for OBMAT programs, with provision 19.3
stating a “patient desiring admission for treatment through the use of a medication-assisted treatment
medication must be at least 18 years of age. Exceptions may be made by application with parental consent
through the treating physician to the state opioid treatment authority.” WVSAM and ASAM recommend
this provision be changed to better reflect the approved uses of buprenorphine by the FDA, which allows
buprenorphine for addiction treatment to be used by patients 16 and older. We believe the minimum age
for treatment admission should be amended without further barrier by having to go through the state opioid
treatment authority. Similar to utilization control measures, this process could delay a patient from starting
treatment when they present themselves, thus causing them to forgo care entirely or possibly relapsing,
which could lead to overdose and death.



Response:
The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Subsection19.3 creates a rebuttable presumption that patients must be 18+ to access MAT but we arc aware
of model programs in Ohio and elsewhere serving older adolescents 16+ and buprenorphine is approved
for people in that age range. Unfortunately, adolescents, like everyone else in WV, are potentially
vulnerable to OUD and we suggest allowing unemancipated minors access to MAY as long as it is climcally
indicated with parental consent.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Remove 19.3 regarding age requirement. Buprenorphine is approved for patients 16 years and older. The
strict requirement of an application to the state opioid treatment authority would limit access to adolescents
who acutely need this medication in order to reduce overdose risk and engage in treatment.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Section 20 Multiple Program Enrollments

Comment:

Need clarification of 20.2, what would be considered when practicable, the Board of Pharmacy is run on
all clients, when would it be deemed practicable to check other OTP programs, what mile radius and home
many, does this mean OTP clinics only or does this mean any practitioner on the SAMHS A facility locator
mn the catchment arca?

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

20.2 Need clarification that 20.2, what would be considered when practicable, the Board of Pharmacy is
run on all clients, when would it be deemed practicable to check other OTP programs, what mile radius and
home many, does this mean OTP clinics only or does this mean any practitioner on the SAMHSA facility
locator in the catchment area?

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Remove 20.2. This is not clear on how a program is to “check the records of opioid treatment programs to
ensure that the patient is not currently enrolled in those programs as well.” Certainly, this would rarely be
practicable on a routine basis. There is no current mechanism to do so. The only way a prescriber would
know if a patient has been enrolled in another program is if the patient divulges this information or the
medication 1s listed on the controlled substances momtoring program database.

Response:

The Department has reviewed this comment and finds clarification i1s needed, therefore, changes were made.



Former Section 20 Initial Assessments; Admission Criteria and Admission Process.

Comment:

Concems regarding the removal of the 20.5 section as this aids’ in ensuring that the appropriate level of
care is offered.

Response:

The Department has reviewed this comment, and no change were made in response. The rule provision is
consistent with the requirements of the statute.

Comment:

20.5 Concerns regarding the removal of the 20.5 section as this aids’ in ensuring that the appropriate level
of care is offered.

Response:

The Department has reviewed this comment, and no changes were made in response. The rule provision is
consistent with the requirements of the statute.

Section 21 Controlled Substances Monitoring Program Database

Comment:

Regulations regarding checking board of pharmacy each wvisit which could be weekly needs to be
readdressed to change to monthly, given that board of pharmacy is not updated quick enough from the time
patient fills the medication and sees a provider for the following visit.

Response:

The Department has reviewed this comment, and no changes were made in response. The rule provision is
consistent with the requirements of the statute.

Section 22 Required Services

Comment:

Remove 22.1. Providing or referring to vocational or educational services, although of value, is beyond the
scope of basic best medical practices and beyond accepted MAT guidelines.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

22.3 This states a post admission assessment shall be completed, with no time stipulation so would this now
be yearly? Or at what interval, also by clinician or physician? If this if by the clinician still feel that this is
most appropriate prior to induction versus post to ensure appropriate level of care.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.

Comment:

22.3 Thus states a post admission assessment shall be completed, with no time stipulation so would this now
be yearly? Or at what interval, also by clinician or physician? If this if by the clinician still feel that this is
most appropriate prior to induction versus post to ensure appropriate level of care.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.
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Comment:

22.5. As clinically necessary? It 1s the most necessary component of MAT. People have been getting
clean for years and years without medication. Without the counseling and support of groups hike AA or
NA, vou only have someone “not using” and simply treading water. Outcomes will absolutely fall through
the floor and “as clinically necessary” makes it sound like it may not be and to delete the portion of the
sentence that speaks to the requirements mandated are ONL'Y minimum guidelines again is contrary to best
practices. The Medicaid regs detail best practice and are the minimum.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Section 23 Counseling

Comment:

All Counseling should be at the discretion of the treating physician and the treating counselor.

Response:

The Department has reviewed this comment. This comment is general in nature and offers no specific
amendment.

Comment:

23.1 If that 1s not a concise explanation for why counseling is essential, we do not know what is. The
medication alone will do nothing except set the person up to fail. Please leave this line in the rule.
Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

23.3.1,,23.3.2.,23.3.3. As needed or indicated by whom? Really want to minimize/negate the need for
the “AT” in MAT? Medicaid regs still apply to anyone with a medical card.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Removed section 25.7. Best practice and experience shows us that when someone relapses, minimizing it
is the worst thing we can do for the patient. The very lives depend on addressing the issues that drive the
relapse. Otherwise the patient may go into a cyele of relapse that it difficult to impossible to break.
Response:

The Department has reviewed this comment, and no changes were made. Registered providers may create
a policy to address the issue.

Section 24 Post-Admission Assessment

Comment:

Regulation regarding frequently checking medical labs aside from HIV and hepatitis C are unnecessary and
are contributing to the financial burden on the healthcare system.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.
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Section 25 Individualized Plan of Care or Treatment Services

Comment:

Treatment Plans should be reviewed and updated every six months.

Response:

The Department has reviewed this comment. Existing provisions in the rule address this issue adequately,
and, therefore, no changes were made.

Comment:

25.3 — Is there a uniform way across all agencies that we are to document that the physician has reviewed
the tx strategies?

Response:

The Department has reviewed this comment, and no changes were made. Registered providers may create
a policy to address the issue.

Comment:

25.3 Is there a uniform way across all agencies that we are to document that the physician has reviewed the
tx strategies?

Response:

The Department has reviewed this comment, and no changes were made. Registered providers may create
a policy to address the issue.

Comment:

25.7.3.g. Can’t be estimated for the vast majority of patients. This calls for a “guestimate”. Recoveryis a
life-time process.

Response:

The Department has reviewed this comment and finds clarification i1s needed, therefore, changes were made.

Section 26 Administrative Withdrawal

Comment:

Part 26 of the rule is in regard to administrative withdrawal, which is defined in this rule along with
administrative detoxification as the “the detoxification from the approved medication-assisted treatment
medication for the safety and well-being of the patient, other patients, and staff of the OBMAT program.”
WVSAM and ASAM are very concerned with this provision regardless of the legitimate reasons listed, as
forced withdrawal can put the patient at risk of relapse, overdose, and death, thus countering the
fundamental need of having them enter treatment. It is also important to mention that anytime patients
discontinue treatment, the result is an increase in morbidity and mortality in the state, which, in turn, would
merease overall healthcare and criminal justice costs. We understand that administrative withdrawal would
be a measure of last resort after the physician has tried to work with the patient to address behaviors that
are in their control, which is mentioned under “non-payment of fees™ as a reason of requiring administrative
withdrawal. To ensure the patient’s care and wellbeing is still the primary focus even during administrative
withdrawal, WVSAM and ASAM request the second sentence under provision 26.1 to state “administrative
withdrawal should be used as a last resort after the OBMAT program exhausts all efforts to address the
patient’s behavior or actions that would warrant administrative withdrawal.”

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.
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Comment:

Remove 26.5. Obtaining a negative pregnancy screen on all female patients administratively withdrawn
from the program is not possible. Some patients are withdrawn for not presenting to the program. Some
are withdrawn for not complying with the rules of the program and are unwilling to consent for a pregnancy
screen.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Section 28 L aboratorv Services; Drug Screens

Comment:

Drug Testing that is sent to a lab for confirmation should be limited to one test every thirty days.
Response:

The Department has reviewed these comments. This comment is general in nature and offers no specific
amendment.

Comment:

Addend 28.1 and 28.2.4a. Remove the monthly requirement for drug testing for patients who have
demonstrated long-term stability. For example, a patient who has been compliant with treatment for three
years and engaged in normal, busy life activities. Now healthy, she is consumed with work and family
responsibilities and lives far away from her treatment provider. Having her present monthly is an undue
burden. The frequency of screens for these long-term patients with demonstrated stability should be at the
discretion of the provider.

Response:

The Department has reviewed this comment and finds clarification i1s needed, therefore, changes were made.

Comment:

Addend 28.2.2 to state .. .have the capability of obtaining medication and or metabolite levels through
biologic screening when clinically indicated or through random testing.” Blood levels are not necessary as
these can be obtained in urine.

Response:

The Department has reviewed this comment, and no changes were made. Registered providers may create
a policy to address the issue.

Comment:

Addend 28.2.9 to strike out “opiates” and finish the sentence as *“...elimination of substances.”

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Former Section 28 Detoxification Prosram

Comment:

69.12.28 — Want to clarify that programs can offer all short term, long term and maintenance, whatever 1s
most appropriate for the clients care. This appears to be removing short and long term detox as an option.
Response:

The Department has reviewed this comment, and no changes were made. Registered providers may create
a policy to address the issue.
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Comment:

69.12.28 Want to clarify that programs can offer all short term, long term and maintenance, whatever is
most appropriate for the clients care. This appears to be removing short and long term detox as an option.
Response:

The Department has reviewed this comment, and no changes were made. Registered providers may create
a policy to address the issue.

Section 29 Special Populations

Comment:

We suggest revising the language in subsection 29.5.3 on “opioid-addicted pregnant women” to person first
language, such as pregnant women with OUD.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

Remove the stigmatizing language of “opioid-addicted pregnant women™ in 29.5.3 and replace with
“pregnant women with active opioid use disorder.”

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

29.5.5. We suggest imploring providers to discharge pregnant woman as a last resort and mandate that
when she is referred to another service provider, transfer of care is verified.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Comment:

As above, in 29.5.5. a referral is not always possible in an administrative discharge as the patient may be
lost to follow up or refuse the referral.

Response:

The Department has reviewed this comment and finds clarification is needed, therefore, changes were made.

Section 31 Penalties and Equitable Relief

Comment:

In addition, we believe the fines listed under Part 31 detailing penalties and equitable relief could force
OBMAT programs to close indefinitely when the infraction could be resolved in an amenable manner to
allow them to continue operating. We ask these fines to also be lowered and those that are applies “per
day” should instead only be applied at one time.

Response:

The Department has reviewed this comment, and no change were made in response. The rule provision 1s
consistent with the requirements of the statute.
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Lawson, Kathx M

From: Sullivan, Nancy J

Sent: Monday, July 23, 2018 944 AM
To: Lawsen, Kathy M

Subject: FW: 69 CSR 12

In case I did not share this on Friday.

Nancy J. Sullivan, MAJ

Acting Commissioner, Bureau for Behavioral Health and Health Facilities, and
Assistant to the Cabinet Secretary

West Virginia Department of Health and Human Resources

One Davis Square

Suite 100, East

Charleston, WV 25301

(304) 558-9998

IMPORTANT NOTICE: This email is confidential, may be legally privileged, and is for the intended recipient only. Access,
disclosure, copying, distribution, or reliance on any of it by anyone else is prohibited and may be a criminal
offence. Please delete if obtained in error and email confirmation to the sender.

From: Birckhead, Elliot H

Sent: Friday, July 20, 2018 5:22 PM

To: Sullivan, Nancy J <Nancy.l.Sullivan@wv.gov>

Cc: Matney, James A <James.A.Matney@wv.gov>; Morrison, Beth ] <Beth.J.Morrison@wv.gov>; Roth, Rebecca E
<Rebeacca.E.Roth@wv.gov>; Tennis, Nikki A <Nikki.A.Tennis@wv.gov>

Subject: FW: 69 CSR 12

Nancy — Once again the 1G’s Office has been very responsive to the issues we raised earlier and these are our only
remaining comments on the OBMAT rule, 69 CSR 12:

We are most appreciative of the addition of the Chapter 16-5Y-2 code definitions that were included as an addendum to
the rule.

Subsection 8.2.1 creates a process allowing for cash payments to OBMATs when they are document in the patient’s
record. While we support a flexible approach for people who don’t have Medicaid and/or are underinsured or
uninsured, lim Matney tells me that he is getting reports of a number of seedy-loaking/ less than reputable cash only
OBMATs popping up around the state, allegedly with lines of people hanging outside the building. While this sounds
more like an OTP dispensing methadone rather than an OBMAT doc writing prescriptions out of an office, some fairly
knowledgeable folks are relying these concerns to us and we’re not totally clear on what mechanisms are available when
these likely unregistered fly by night programs pop up. While we recognize that this is a delicate balance, these
operators do detract from legitimate providers so it might be helpful to set up some specific publicly posted complaint
mechanism for people to use to report such alleged programs to the IG’s office when they see one.

Subsection 19.3 creates a rebuttable presumption that patients must be 18 + to access MAT but we are aware of model
programs in Ohio and elsewhere serving older adolescents 16 + and buprenorphine is approved for people in that age






